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earned patent term adjustment. See 37 CFR 1.704(b). 
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11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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Non-Final Action 

Acknowledgment is made of the Appeal Brief filed on March 28, 2004. Finality of the 
action is withdrawn. Claims 1-4, 8, 24, and 25 are pending. No claim is allowed. Rejection is 
maintained for the same reasons as set forth in the previous Office Action. 

RESPONSE TO ARGUMENTS 

POINT I 

THE EXAMINER RELIED ON A "SELECTION OF PRIOR ART TEACHINGS" 
STANDARD THAT FALLS SHORT AND IMPERMISSIBLY SHIFTS THE BURDEN 

TO APPELLANTS 

COUNTERPOINT I 

THE SELECTION OF PRIOR ART TEACHINGS CITED BY THE EXAMINER DOES 
NOT FALL SHORT OF THE STANDARD AND DOES NOT SHIFT THE BURDEN TO 

APPELLANTS 

The Examiner is allowed to say, "Instant claim[s] is[are] a selection of prior art 
teachings..." as long as the instant claims show no criticality and/or unexpected results. 
Examiner agrees; it is true that most inventions are combinations of old elements, but these 
inventions always have something new — criticality and/or unexpected results. The instant 
invention does not have criticality and/or unexpected results. One would expect the same results 
from the prior art teachings. 
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After making the "combinations of old teachings" argument. Applicants attack each 
reference individually. Examiner will reinforce what was said in the previous Office Action: 
Claim 8 is rejected under 35 U.S.C. 103(a) as obvious over the combined teachings Mitchell 
(US Patent 4,588,717), Kamarei et aL (US Patent 4,879,312), and Miettinen et al. (WO 
92/19640). Claims 1-6, 24, and 25 are rejected under 35 U.S.C. 103 as being unpatentable over 
combined teachings of Miettinen et al. (WO 92/19640) and Mitchell (US 4,588,717). For 
example, on page 20 of the Appeal Brief, Applicants ask, "Why would one have selected DHA 
or EPA based on the generic disclosure of any C2-22 fatty acid in Miettinen?" This argument is 
moot because one would have selected DHA or EPA based on the generic disclosure of any C2-22 
fatty acid in Miettinen in view of the Kamarei reference. 

Examiner notes the Applicant has cited numerous case law, including Ex parte West, Ex 
parte Sterner, Ex parte Bertelloti, etc., all in support of the "combinations of old teachings" 
argument. To cite more case law, "One cannot show nonobviousness by attacking references 
individually where the rejections are based on combinations of references." In re Keller, 642 
F.2d 413, 208 SPQ 871 (CCPA 1981); In re Merck & Co., Inc., 800 F.2d 1091, 231 USPQ 375 
(Fed. Cir. 1986). See MPEP 2145, 

On page 20, the Applicants ask, "Why would one have even considered DHA - a fatty 
acid containing 22 carbon atoms and within the scope of Miettinen - when Mitchell teaches that 
such compounds are not as useful (emphasis added) as C18-20 fatty acids?" 

Why are the Applicants so concerned with the use? Claim 8 states, "A composition 
comprising. . The Applicants are claiming the composition ^ not the use . 
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POINT II 

THE EXAMINER IMPROPERLY CONDUCTED THE REJECTION 1 ANALYSIS AT 
THE TIME SHE WROTE THE REJECTION 

COUNTERPOINT II 

THE EXAMINER PROPERLY CONDUCTED THE REJECTION 1 ANALYSIS AT THE 

TIME SHE WROTE THE REJECTION 

On page 22 of the Appeal Brief, the Applicants quote the previous Office Action, 
'"[IJnstant claim is a selection of prior art teachings...'" They go on to say, "The Examiner's 
analysis unmistakably uses verb forms of the present and present perfect tenses - 'is,' 'would be' 
and 'are known.'" 

Examiner would like to put emphasis on another word in that same sentence: "[I]nstant 
claim is a selection of prior art teachings..." Merriam Webster's Online Collegiate Dictionary 
(available at www.m-w.com) defines the word "prior" as "earlier in time or order," 

Examiner will reinforce what was said in the previous Office Action: "Instant 
compositions would have been obvious at the time of invention." [Paper No. 17 at 8] The 
Examiner did "go back in time" because the quotation says that the compositions would have 
been obvious "at the time of invention." 

Examiner believes this argument is not meaningful because it is based on such a small 
technicality. This argument is not relevant to the subject matter of the discussion. Examiner 
could make the same case even in this Response to Arguments. For example, three paragraphs 
above this one, the Examiner writes, "They go on to say..." The Examiner used "say," which is 
the present form of the word "said," but it does not mean that the Applicant was saying it in the 
present. 
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POINT IlI-VI 

Similarly examiner will respond to Points III- VI at the time of writing the Examiner's 
answer, because arguments are same as described in our previous office actions. 

Claim Rejections - 35 USC § 103 
The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are apphed for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

1, Claim(s) 1-4, 8, 24 and 25 are rejected under 35 U.S.C. 103 as being unpatentable over 
Higgins, III (US Patent 6,147,236) and Higashidate et al. (J. of Chromatography, 515 (1990), 
295-303). These references teach sterol esters and methyl esters of eicosapentaenoic ac id (EPA) 
and docosahexaenoic acid (DHA), which embrace instantly, claimed invention. See the entire 
documents especially lines 9-67, col. 2; cols. 3 and 4; lines 1-20, col. 5 in US '236; see abstract 
and first Para on page 295, Table 1 and last two paragraphs on page 302 in Higashidate 
reference. 

Instant claims differ from the reference in claiming nutritional supplement of specific 
sterol esters prepared by unsaturated fatty acid esters selected from EPA, DHA and Stearidonic 
acid (SA) whereas prior art US '236 teaches sterol esters with unsaturated fatty acids, examples 
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given is same as one of the instantly claimed sterol ester i.e. sterol with DHA, sitosterol 
docosahexaenoate and sitostanol docosahexaenoate, see lines 13 and 14 in col. 5. Higashidate 
teaches DHA and EPA from fish oils and prevent diseases such as arteriosclerosis and 
myocardial infarction by lowering the concentration of lipids and cholesterol in blood. It 
discloses that fish oil is a rich source of such fatty acids. Stearidonic acid (SA) is also found in 
fish oil. 

It would have obvious to one skill in the art to prepare additional beneficial nutritional 
supplement using sterols with a pendent ester fimctionality which when hydro lyzed provides 
another cholesterol-lowering agent. Since Higgins teaches such sterol esters and Higashidate 
teaches that fish oil contains omega-3 fatty acids (a class of PUFA) which includes 
docosahexaenoic acid (DHA) and eicosahexaenoic acid (EPA), one would find ample motivation 
to prepare sterol esters with unsaturated fatty acids from active compounds present in fish oil 
(known to be used as nutritional supplement to loer the cholesterol and triglyceride levels) or 
using unsaturated fatty acids from any other source for use as nutritional supplement. 

2. Claim(s) 1-4, 8, 24 and 25are rejected under 35 U.S.C. 103 as being unpatentable over 
combined teachings of Mitchell (US 4,588,717) and Gregory J. Mishkel et al. (Bailliere's 
Clinical Haematology, Vol. 3, No. 3, July 1990, pp 625-649) and Kamarei et al. (US 4879,312). 
See the entire documents. 

Mitchell (US Patent 4,588,717) teaches vitamin supplements containing phytosterol 
esters such as fatty acid esters of sterol, stigmasterol and taxasterol, in various combinations, a 
composifion of the phytosterols, such as sitosterol, stigmasterorl, taraxasterol etc. reacted with 
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polyunsaturated fatty acids such as linoleic acid, (18-carbons, two double bonds), linolenic acid 
(18-carbons, 3-double bonds), arachidonic acid (20-carbons, two double bonds). Fatty acid 
may have about 18-20 in addition to two carbon atoms of terminal carboxyl and methyl groups 
(lines 2-15, col. 6) and at least two double bonds such as arachidonic acid, linoleic acid and 
Hnolenic acids are used to make phytosterol esters, (see lines 21-58, col. 3; lines 43-65, col. 5; 
equation 1 and Hnes 1-11 in col. 8). Furthermore, it teaches that the reaction between any given 
phytosterol and any given fatty acid is essentially the same, and is characterized in equation 1 
using sitosterol and linoleic acid as an exemplary fatty acid. 

Mishkel et al. teaches that fish oil containing omega-3 fatty acids lower the serum and 
cholesterol levels, and their beneficial effect on preventing and treating cardiovascular disease. 
See 1^^ Para on page 626, third paragraph on page 629, second Para on page 628. Specific use of 
DHA and EPA as dietary supplement are disclosed on section "Angina" on page 634. 

Kamarei et al. teach that a diet rich in omega-3 -fatty acids has beneficial effects in 
humans, including a reduction in plasma cholesterol and triglyceride levels, improved fat 
tolerance, prolonged bleeding time reduce platelet counts and decreased platelet adhesiveness. 
The omega-3-fatty acids are obtained mainly fi-om dietary seafood. It teach n-3 Poly unsaturated 
fatty acids (PUFA) participation and reasons why these materials may be involved in alleviating 
ischemic heart diseases. Furthermore, it also teaches that one of n-3 PUFA i.e. eicosapentaenoic 
acid (EPA ) and DHA reduces triglyceride and very low-density lipoprotein (VLDL) serum levels 
and reduces whole blood viscosity. (See lines 39-59, col. 2; lines 13-54, col. 3; Table 1 and 2 in 
col. 4). 
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Instant claims differ from the reference in claiming nutritional supplement of phytosterol 
ester with specific fatty acids i.e. docosahexaenoic acid, stearidonic acid and eicosahexaenoic 
acid where US '717 teaches phytosterol ester with fatty acids especially containing poly 
unsaturated fatty acid approximately 2-22 carbon atoms. See examples 51-75 in col. 6, equation 

2 in cols 15, 16, 17 and 18. Mishkel et al. teaches that polyunsaturated fatty acids from fish oil is 
used to preventing and treating cardiovascular disease. Furthermore, it teaches two major 
biologically active fish oil compounds, EPA and DHA. 

Note, that Kamarie that n-3 PUFA i.e. eicosapentaenoic acid (EPA ) and DHA reduces 
triglyceride and very low-density lipoprotein (VLDL) serum levels and reduces whole blood 
viscosity. (See lines 39-59, col. 2; lines 13-54, col. 3 and Table 1 and 2 in col. 4). 

It would have been obvious to one skilled in the art to prepare additional beneficial 
nutritional supplement using sterols with a pendent ester functionality which when hydrolyzed 
provides another cholesterol-lowering agent. Since Mishkel teaches that fish oil contains omega- 

3 fatty acids (a class of PUFA) which includes docosahexaenoic acid (DHA) and 
eicosahexaenoic acid (EPA), see especially last para on page 625 of Mishkel reference). There 
has been ample motivation provided by the prior art to prepare the instant invention. 

Conclusion 

Since US' 236 teaches food grade sitosterol docosahexaenoate and sitostanol 
docosahexaenoate and other references cited above teach DHA , EPA and fish oil containing n-3 
PUFA i.e. eicosapentaenoic acid (EPA ) and DHA reduces triglyceride and very low-density 
lipoprotein (VLDL) serum levels and reduces whole blood viscosity, instant invention is 
considered obvious for the reasons cited above. 

The compounds and compositions as claimed in present invention are considered obvious 
for the reasons as cited above. 
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Examiner notes the limitation of temperature (-20C to 20C) in claim 1 . Normally, change 
in temperature, concentration, or both, is not a patentable modification; however, such changes 
may impart patentability to a process if the ranges claimed produce a new and unexpected result 
which is different in kind and not merely in degree fi*om results of prior art; such ranges are 
termed "critical" ranges, and applicant has burden of proving such criticahty; even though 
applicant's modification results in great improvement and utility over prior art, it may still not be 
patentable if the modification was within the capabilities of one skilled in the art; more 
particularly, where the general conditions of the claim are disclosed in the prior art, it is not 
inventive to discover optimum or workable ranges by routine experimentation. In re Aller et al. 
105 USPQ 233. 

It is well established that merely selecting proportions and ranges is not patentable absent 
a showing of criticality. hi re Becket. 33 U.S.P.Q. 33 (C.C.P.A, 1937). In re Russell 439 F.2d 
1228, 169U.S.P.Q. 426 (C.C.P.A. 1971). 

It is a general rule that merely discovering and claiming a new benefit of an old process 
cannot render the process again patentable. Nor can patentability be found in differences in 
ranges recited in the claims. When the difference between the claimed invention and the prior 
art is some range or other variable within the claims, the applicant must show that the particular 
range is critical^ generally by showing that the claimed range achieves unexpected results 
relative to the prior art range. In re Woodruff, 16 USPQ2d 1934. 

In the light of the forgoing discussion, the Examiner's ultimate legal conclusion is that 
the subject matter defined by the instant claims would have been obvious within the meaning of 
35U.S.C. 103(a). 
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Communication 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sabiha Qazi whose telephone number is (571) 272-0622. The 
examiner can normally be reached on any business day. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Kunz can be reached on (571)-272-0887, Fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
AppHcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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SABIHA QAZI, PH.D 
PRIMARY EXAMINER 



